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INTRODUCTION

RECERTIFICATION &
ESTABLISHING STATEOFTHEART
For recertiﬁcation under MDR, the 2016 guideline
commands a thorough Clinical Evaluation of your
medical devices. As daunting as it seems, the clinical
evaluation is also the perfect opportunity to look at the
entirety of the clinical data supporting your devices. An
important part of demonstrating that your device fulﬁlls
the three Essential Requirements deﬁned by the
MEDDEV 2.7/1 rev. 4 guideline is crafting a sound and
objective state-of-the-art evaluation, and a thorough
analysis of the clinical literature relevant to your device’s
safety and performance.
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CER

STATEOFTHEART MATTERS
MedDev 2.7/1 Rev. 4 describes State-of-the-Art (SotA) as:
“Current standard of care or best practice for the medical condition
or treatment for which the device is used” and MDR states the
Clinical evaluation planning should include “parameters to be used
to determine, based on the state-of-the-art in medicine, the
acceptability of the beneﬁt-risk ratio for the various indications and
for the intended purpose or purposes of the device.”
(Annex XIV, Part A, 1).

More than just a dull listing of guidelines and competitive
devices, it sets the stage to deﬁne:
• The acceptable beneﬁts and risks of your device
• The relevance of your device as a treatment option for the condition treated

Additionally, the SotA should include all aspects of the
device including:
• Historical knowledge
• Relevant medical ﬁelds and conditions
• Similar devices
• Available alternatives
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The state-of-the-art should include articles, guidelines and other clinical
data found on the subject, equivalent and similar devices, but also
alternative treatment options. The goal is to objectively establish the key
performance and safety indicators that your device compares to; and to
support the indication in speciﬁc populations.

For Example:
Your surgically implantable device may not appear relevant compared to
newer percutaneous, less invasive technologies; but it may still be the
ideal solution for a patient with speciﬁc comorbidities or unfavorable
vessel anatomy.
The state-of-the art section should establish the landscape your device
exists in, with a clear summary grounded in clinical articles and practice
guidelines. A solid literature search strategy is pivotal to support the
soundness and rigor of the state-of-the-art. To ensure compliance and a
successful application, the methodology is as important as the results and
analysis of the literature search.
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To ensure compliance
and a successful
application, the
methodology is as
important as the
results and analysis
of the literature search.

The Safety and Performance focuses on your device,
and how it compares to other treatments and devices.
It is supported by multiple sources of data, including clinical data from
the manufacturer, post-market surveillance data, and relevant clinical
literature on the subject and/or equivalent devices.
The Clinical Literature is therefore a key element to demonstrate clinical
safety and performance and must include a thorough review of the
published articles pertaining to your device and, if applicable, the
equivalent device. Like for the state-of-the-art, the strategy for the
literature search must be clearly deﬁned and documented in the Clinical
Evaluation Plan

Putting the “Clinical” in Clinical Evaluation
Network Partners’ Clinical team is composed of clinicians,
clinical scientists and regulatory experts with hands-on
experience in the industry.
We’ve been in your shoes; we understand your products, and
we understand you.
CERs on time the ﬁrst time by qualiﬁed clinicians and
industry experts. Contact us today.
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CER

SAFETY & PERFORMANCE

CER

LITERATURE SEARCH &
ANALYSIS IS SCIENCE
The MEDDEV 2.7/1 rev. 4 is unequivocal about it:
The literature search “should be developed and executed by
persons with expertise in information retrieval, having due
regard to the scope of the clinical evaluation set out by the
manufacturer. The involvement of information retrieval experts
will help to optimize literature retrieval to identify all relevant
published literature.”
Both the state-of-the-art and the safety and performance literature
searches need to be clearly deﬁned and methodologically sound.
In Part 2, we will review data analysis, weighting of evidence, and
inclusion exclusion criteria.
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ABOUT

NETWORK PARTNERS
Network Partners is a professional services ﬁrm that helps clients
complete the work necessary to provide their products to patients. We
serve the medical device, pharmaceutical and biopharmaceutical
industries with core competencies in Regulatory Affairs, CER, Packaging
Engineering, Labeling, Quality and Project Management.
Our business model allows team leaders to turn under-resourced teams
into productive groups that are better for the company and morale. This
approach delivers right-sized pricing as well as quantiﬁable ROI on
stalled projects, cost-savings initiatives and much more. We consistently
deliver on time and on budget, helping clients get work done and avoid
project delays.

Visit us at networkpartners.com to learn more.
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